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PARNUTS: Further reading 


Labelling 


Currently, Directive 2009/39/EC on foods intended for particular nutritional uses 
includes a general provision on the labelling of foods for particular nutritional uses. The 
provisions are implemented in the Food Labelling Regulations 1996, as amended, and 
are as follows: 


A claim that a food is suitable, or has been specially made, for a particular nutritional 
use must: 


a) Be capable of fulfilling the claim. 


b) Be marked or labelled with an indication of the particular aspects of its composition 
or manufacturing process that gives the food its particular nutritional characteristics. 


The food: 


a) Must be marked or labelled with nutrition labelling and may be marked or labelled 
with further information for any nutrient or component of a nutrient (whether or 
not a claim is made about the nutrient or component) or any component or 
characteristic which is essential to the food's suitability for its particular nutritional 
use. 
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When sold to the ultimate consumer must be prepacked and completely enclosed 
by its packaging. 


The specific rules for infant formulae and follow-on formulae (see below) provide 
specific rules for nutrition and health claims made on infant formulae. As there is no 
similar provision laid down for follow-on formulae, processed cereal-based foods and 
baby foods nutrition and health claims for such products are governed by Regulation 
(EC) No. 1924/2006. 
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Notification 


When the following foods are first placed on the market, manufacturers must notify the 
Department of Health in England or the Food Standards Agency in Scotland or Northern 
lreland or the Welsh Government. 


e Particular Nutritional Use foods obliged to be notified under Article 11 of Directive 
2009/39/EC (e.g. very low calorie diet foods) 


e new or updated formulations of infant formula 

e dietary foods for special medical purposes (FSMP) 

e gluten-free foods 

Parnuts foods which are not required to be notified include: 

e follow-on formulas 

e processed cereal based foods and baby foods for infants and young children 


e foods intended for the use in energy restricted diets (excluding Very Low Calorie 
Diets (VLCD)) 


e foods intended to meet the expenditure of intense muscular effort 
e foods for persons suffering from carbohydrate-metabolism disorders (diabetes) 


The notification form is available at: 
https:/Awww.gov.uk/government/publications/infant-formula-and-foods-for-particular- 
nutritional-uses-parnuts-notification-requirements. 


Infant formula and follow-on formula 


The Infant Formula and Follow-on Formula Regulations 2007, SI 2007 No. 3521 as 
amended by SI 2008 No. 2445 and SI 2013 No. 3243 implement Commission Directive 
2006/141/EC on infant formulae and follow-on formulae, as amended by Commission 
Regulation (EC) No. 1243/2008, Commission Directive 2013/46/EU and Council 
Directive 92/52/EEC on infant formulae and follow-on formulae intended for export to 
third countries. 











The Regulations lay down compositional, labelling, appearance, advertising and 
packaging requirements and limit the advertising of infant formulae to specified types 
of publications and the names which it can be sold under. 
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Infant formula 


In addition to the general food labelling requirements, infant formula must be labelled 
with the following: 


a) The name ‘infant formula’ for products where the protein source is not entirely 
cows’ or goats’ milk proteins. 
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The name ‘infant milk' for products where the protein source is entirely cows’ milk 
proteins or goats’ milk proteins. 


c) Astatement to the effect that the product is suitable for particular nutritional use by 
infants from birth when they are not breast-fed. 


d) The available energy value expressed in kJ and kcal, and the content of proteins, 
lipids, and carbohydrates expressed in numerical form per 100 ml of the product 
ready to use. 


e) The average quantity of each mineral substance and of each vitamin listed under the 
compositional requirements (Annex | of Directive), and where applicable of choline, 
inositol and carnitine and taurine, expressed in numerical form, per 100 ml of the 
product ready for use. 


f) Instructions for appropriate preparation, storage and disposal of the product and a 
warning against the health hazards of inappropriate preparation and storage. 


The words '/mportant Notice’ or their equivalent immediately followed by: 


Q 
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i. A statement concerning the superiority of breastfeeding. 

ii. A statement recommending that the product be used only on the advice of 
an independent person qualified in medicine, nutrition or pharmacy or 
having a professional qualification in maternal or child care. 

The labelling of an infant formula must not include: 
a) any picture of an infant 


b) any other picture or text which may idealise the use of the product 


but may include graphic representations for easy identification of the product or for 
illustrating methods of preparation. 


The labelling of an infant formula may include the average quantity of nutrients listed 
in Annex Ill of the Directive when such a nutrient is not covered by the provisions of (e) 
above, expressed in numerical form, per 100 ml of the product ready for use. 
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Permitted claims 


The only compositional claims that are permitted to be included in the labelling of 


infant formula are: 


Lactose only 


Lactose is the only carbohydrate present. 





Lactose free 


Lactose content is not greater than 2.5 
mg/100 kJ (10 mg/100 kcal). 





Added Long chain Polyunsaturated 
fatty acids (LCP) or an equivalent 


The docosahexaenoic acid content is not 
less than 0.2% of the total fatty acid 


nutrition claim related to the addition content. 


of docosahexaenoic acid 








Nutrition claims on the addition of the following optional ingredients 





Taurine 


Voluntarily added at a level that would be 
appropriate for the intended particular use 





Fructo-oligosaccharides and galacto- 


oligosaccharides 


by infants and in accordance with the 
conditions set out in the compositional 





Nucleotides 


requirements for infant formula. 





Health Claim related to Conditions warranting the claim 





Reduction of risk to allergy to | a) 
milk proteins. This claim may 
include terms referring to 
reduced allergen or reduced 
antigen properties. 





The formula must satisfy the provisions laid down 
for formulae manufactured from protein 
hydrolysates, and the amount of immunoreactive 
protein measured with methods generally 
acceptable shall be less than 1% of nitrogen- 
containing substances in the formula. 


b) The label must indicate that the product must not 


be consumed by infants allergic to the intact 
proteins from which it is made unless generally 
accepted clinical tests provide proof of the 
formula’s tolerance in more than 90% of infants 
(confidence interval 95%) hypersensitive to 
proteins from which the hydrolysate is made. 


c) The formula administered orally should not induce 


sensitisation, in animals, to the intact proteins 
from which the formula is derived. 


d) Objective and scientifically verified data as proof to 


the claimed properties must be available. 


Food ; 
Standards Food labelling 


Agency e-learning course 
food.gov.uk 





Follow-on formula 


In addition to the general food labelling requirements, follow-on formula must be 
labelled with the following: 


a) The name 'follow-on formula' for products where the protein source is not entirely 
cows’ or goats’ milk proteins. 


b) The name ‘follow-on milk' for products where the protein source is entirely cows’ 
milk proteins or goats’ milk proteins. 


c) Astatement to the effect that the product is suitable only for particular nutritional 
use by infants over the age of six months, that it should form only part of a 
diversified diet and that it is not to be used as a substitute for breast milk during the 
first six months of life. 


d) A statement to the effect that the decision to begin complementary feeding, 
including any decision as to making an exception to the principle of not using 
follow-on formula before six months of age, should be made only on the advice of 
independent persons having qualifications in medicine, nutrition or pharmacy, or 
other professionals responsible for maternal or child care, based on the individual 
infant's specific growth and development needs. 


e) The available energy value expressed in kJ and kcal, and the content of proteins, 
lipids, and carbohydrates expressed in numerical form per 100 ml of the product 
ready to use. 


f) The average quantity of each mineral substance and of each vitamin listed under the 
compositional requirements (Annex Il of the Directive), and where applicable of 
choline, inositol and carnitine and taurine, expressed in numerical form, per 100 ml 
of the product ready for use. 


g) Instructions for appropriate preparation, storage and disposal of the product and a 
warning against the health hazards of inappropriate preparation and storage. 


The labelling of an infant formula and follow-on formula may include the average 
quantity of nutrients listed in Annex Ill of the Directive when such nutrients are not 
covered by the provisions of (f) above, and in addition, for follow-on formula, 
information on vitamins and minerals included in Annex VII, expressed as a percentage 
of the reference values given in that Annex, per 100 ml of the product ready for use. 
The labelling of any infant formula and any follow-on formula must: 


a) Be designed to provide the necessary information about the appropriate use of the 
product so as not to discourage breastfeeding. 


b) Not contain the terms ‘humanised’, 'maternalised', ‘adapted’ or any similar term. 
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Infant formula and follow-on formula must be labelled in such a way that it enables 
consumers to make a clear distinction between such products so as to avoid any risk of 
confusion between infant formula and follow-on formula. 


Infant formula labels must be notified to the competent authority when first placed on 
the market in the UK. 


Processed cereal-based foods and baby foods for 
infants and young children 


The Processed Cereal-based Foods and Baby foods for Infants and Young Children 
(England) Regulations 2003 (SI 2003 No. 3207) implement Commission Directive 
96/5/EC, as amended by Directives 1998/36/EC, 1999/39/EC and 2003/13/EC. As this 
Directive has been substantially amended several times it has now been codified as 
Commission Directive 2006/125/EC of 5 December 2006 which includes a table setting 
out correlations with the previous legislation. 

















In addition to the general labelling requirements, processed cereal-based foods and 
baby foods must be labelled with the following information: 


a) The age (not less than four months) from which the food is suitable for use, regard 
being had to its composition, texture or other particular properties. 


b) The presence or absence of gluten if the appropriate age stated is less than six 
months. 


c) Available energy in kJ and kcal, and the protein, carbohydrate and fat content, 
expressed in numerical form, per 100g or 100ml in the product as sold. Where 
appropriate, per serving information may be given. 


d) The average quantity, expressed in numerical form, per 100g or 100ml of minerals 
and vitamins for which a maximum or minimum compositional requirement is 
specified. This information may also be given per serving. 


e) Instructions for preparation, where appropriate, and a statement as to the 
importance of following those instructions. 


The labelling of a processed cereal-based food or baby food may include the average 
quantity of any specified nutritional substance if: 


e The average quantity is expressed, in numerical form, per 100g or 100ml as sold 
and, where appropriate, per quantified serving. 


e Where it is a mineral or vitamin, it is other than those listed in d) above. 
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Where any vitamins and/or minerals listed in Table 7 are labelled per 100g or 100ml it is 
not permitted to express such an average quantity as a percentage of the reference 
value (where one exists) unless it is 15% or more of the reference value. 


Foods for use in energy restricted diets 


The Foods Intended for use in Energy Restricted Diets for Weight Reduction Regulations 
1997 SI. 1997 No. 2182, as amended by SI 2007 No. 2591 implement Commission 
Directive 96/8/EC on foods intended for use in energy-restricted diets for weight 
reduction as amended by Commission Directive 2007/29/EC. 


It is prohibited to sell a food formulated for use in energy restricted diets for weight 
reduction unless it complies with the compositional requirements detailed and which, 
when used as instructed by the manufacturer, replaces the whole or part of the daily 
diet. Such products, respectively, may only be sold under the following names: 


e ‘total dietary replacement for weight control’ or 
e ‘meal replacement for weight control’ 


In addition to the general labelling requirements, the Regulations prohibit the sale of 
total diet or meal replacements unless they are labelled with: 


a) The available energy expressed in kJ and kcal and the amount of protein, 
carbohydrate and fat, expressed in numerical form, per quantified serving of the 
ready-to-use product. 
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The average quantity, expressed in numerical form, per proposed-for-consumption 
serving of each mineral and vitamin for which daily amounts are specified in the 
Directive. Products replacing the whole of the daily diet must provide at least 
100% of these amounts per day, while meat replacement products must provide at 
least 30% of these amounts per meal but, exceptionally, only 500mg of potassium 
per meal. For products intended as a meal replacement, the values must also be 
expressed as a percentage of the reference values laid down for vitamins and 
minerals in general nutrition labelling. 


c) Instructions for preparation, where necessary and a statement as to the importance 
of following those instructions. 


[ox 
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Where a product, when used as instructed, provides a daily intake of polyols in 
excess of 20g per day, a statement to the effect that the food may have a laxative 
effect. 


e) A statement on the importance of maintaining an adequate daily fluid intake. 
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f) For products intended as a replacement for the whole of the daily diet, a statement 
that the product provides adequate amounts of all essential nutrients for the day 
and a statement that the product should not be used for more than 3 weeks 
without medical advice. 


For products intended as a meal replacement, a statement to the effect that the 
product is useful only as part of an energy-restricted diet and that other food should 
be a necessary part of such diet. 


Q 
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It is prohibited to label, advertise or present total diet or meal replacements in a manner 
which refers to the rate or amount of weight loss which may result from their use. 


Total diet replacements may only be sold if all the individual components making up the 
product are contained in the same package. 


Medical foods 


The Medical Food (England) Regulations 2000, SI 2000 No. 845, implement 
Commission Directive 1999/2 1/EC on dietary foods for special medical purposes. 





The name under which a medical food must be sold is 'food(s) for special medical 
purposes’. 


In addition to the general labelling requirements the following must also appear on the 
labelling: 


a) The available energy value expressed in kJ and kcal, and the content of protein, 
carbohydrate and fat, expressed in numerical form, per 100 g or per 100 ml of the 
product as sold and where appropriate per 100 g or per 100 ml of the product 
ready for use in accordance with the manufacturer's instructions. This information 
may in addition be provided per serving as quantified on the label or per portion, 
provided that the number of portions contained in the package Is stated. 
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The average quantity of each mineral substance and each vitamin specified present 
in the product, expressed in numerical form, per 100 g or per 100 ml of the product 
as sold and where appropriate per 100 g or per 100 ml of the product ready for use 
in accordance with the manufacturer's instructions. This information may in addition 
be provided per serving as quantified on the label or per portion, provided that the 
number of portions contained in the package is stated. 


c) Selectively, the content of components of protein, carbohydrate and fat and/or 
other nutrients and their components whose declaration would be necessary for the 
intended use of the product, expressed in numerical form, per 100 g or per 100 ml 
of the product as sold. This information may in addition be provided per serving as 
quantified on the label or per portion, provided that the number of portions 
contained in the package is stated. 


d) Information on the osmolality or the osmolarity of the product where appropriate. 
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e) Information on the origin and the nature of the protein and/or protein hydrolysates 
contained in the product. 


f) The statement ‘for the dietary management of ...' where the blank must be filled in 
with the diseases, disorders or medical conditions for which the product is intended. 


Where appropriate a statement concerning adequate precautions and 
contraindications. 


Q 
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A description of the properties and/or characteristics that make the product useful, 
in particular relating to the nutrients which have been increased, reduced, 
eliminated or otherwise modified and the rationale of the use of the product. 


i) Where appropriate a warning that the product is not for parenteral use. 


j) Instructions for the appropriate preparation, use and storage of the product after 
the opening of the container. 


The following information must also appear on the label preceded by the words 
‘important notice’ or their equivalent: 


a) Astatement that the product must be used under medical supervision. 


b) A statement whether the product is suitable for use as the sole source of 
nourishment. 


c) Astatement that the product is intended for a specific age group, as appropriate. 


d) Where appropriate, a statement that the product poses a health hazard when 
consumed by persons who do not have the diseases, disorders or medical conditions 
for which the product is intended. 


e) In addition, the labels of medical foods are required to be notified to the competent 
authority when first placed on the market in the UK. 


Special foods for diabetics 


The Department of Health, and before that the Food Standards Agency, advise that 
there is no special diet for people with diabetes. Consequently, Diabetes UK and the 
Food Standards Agency are calling for an end to the use of terms such as ‘diabetic’ add 
‘suitable for diabetics’ on food labels. 








As far as PARNUTS controls are concerned, the EU Commission has concluded that 
there is no scientific basis on which to produce specific EU legislation covering 
compositional requirements for this group of foods. 
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Regulatory changes 


From 20 July 2016, the current PARNUTS controls are due to have been replaced, with 
the coming into application of Regulation 609/2013 on food intended for infants and 
young children, food for special medical purposes, and total diet replacement for 
weight control. Food specifically formulated or prepared for other population groups 
with particular nutritional needs, e.g. foodstuffs suitable for people intolerant to gluten, 
will be regulated under general food law alone. 


New detailed rules for infant formula and follow-on formula, processed cereal-based 
food and baby food, food for special medical purposes and total diet replacement for 
weight control are due to be adopted by 20 July 2015, under Regulation 609/2013. 


